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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ® Responsive to communication(s) filed on 15 December 2003 . 

2a)D This action is FINAL. 2b)E This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 1-48 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-48 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)d accepted or b)d objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)d All b)d Some * c)d None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. d Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 
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Paper No(s)/Mail Date 12/15/03 . 



4) CD Interview Summary (PTCM13) 

Paper No(s)/Mail Date. . 

5) CD Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 
Status of Claims 

Claims 1-48 are pending. 

Specification 

The specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting 
any errors of which applicant may become aware in the specification. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Information Disclosure Statement 

Receipt of the Information Disclosure Statement filed 12/15/03 is acknowledged 

and has been entered into the file. A signed Copy of the 1449 is attached herewith. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1 , 43, 45 and 46 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

The specification is not adequately enabling for the scope of A^R 1 and A 2 -R 2 
forming rings which read on an assortment of rings both saturated and unsaturated with 
heteroatoms in any array. Only 4 rings have been particularly identified and this is for 
A 2 -R 2 . There is no reasonable basis for assuming that the myriad of compounds 
embraced herein by the claims will all share the same physiological properties since 
they are so structurally dissimilar as to be chemically non-equivalent and there is no 
basis in the prior art for assuming the same. Such diverse and all encompassing 
embodiments would not all be expected to show the same activity such as the instantly 
claimed uses for treating premature ejaculation or depression, which is a very structure 
sensitive art. See In re Fouche, 169 USPQ 429; In re Surrey, 151 USPQ 724 
regarding sufficiency of disclosure for Markush groups and also see In re Fisher, 166 
USPQ 18 regarding requirement for enablement in cases directed to physiological 
activities. 

2. The scope of treatment in claims 45 and 46, for example substance abuse or 
post-traumatic stress disorder cannot be deemed enabled. The notion that a 
compound could be effective against chemical dependencies in general is contrary to 
our current understanding of how chemical dependencies operate. There is not, and 
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probably will not be a pharmacological treatment for substance abuse generally. That 
is because substance abuse is not a single disease or cluster of related disorders, but in 
fact, a collection with relatively little in common. Addiction to barbiturates, alcohol, 
cocaine, opiates, amphetamines, benzodiazepines, nicotine, etc., all involve different 
parts of the CNS system; different receptors in the body. For example, cocaine binds 
at the dopamine re-uptake site. Heroin addiction, for example, arises from binding at 
the opiate receptors, cigarette addiction from some interaction at the nicotine acid 
receptors, many tranquilizers involve the benzodiazepine receptor, alcohol involves yet 
another system etc. Thus, all attempts to find a pharmaceutical treatment to chemical 
addictions generally have failed. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 

claiming the subject matter which the applicant regards as his invention. 

1 . Claims 1 and 43 and claims dependent therefrom are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

In structural formula (I), “N” is shown to be bonded to 4 substituents. However, valency 
requirements do not permit 4 bonds to “N”. 

2. Additionally, claims 1 and 43 are of unclear scope since the claims recite 
what is excluded and thus, does not clearly define what js within applicant’s invention. 

As stated in In re Schechter, 98 USPQ 144 such limitations in a claim renders it 
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indefinite “since applicant sought to claim what was not invented, rather than 
“particularly and distinctly pointing out what was invented.” 



Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 1-10, 18, 23-42 and 44-47 are provisionally rejected under 35 U.S.C. 101 
as claiming the same invention as that of claims 1-11, 16-34 of copending Application 
No. 10/662,493. This is a provisional double patenting rejection since the conflicting 
claims have not in fact been patented. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 43 and 48 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 54 and 59 of 
copending Application No. 10/662,493 (‘493’). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because there is considerable 
overlap between the instant claims and claims in ‘493’. The instant application 
discloses for the same purpose compounds and compositions, which are similar to the 
compounds and compositions of ‘493’ for treating various ailments such as treating 
depression or premature ejaculation. 

Claim 59 is drawn to specific compound species, which are obvious variants of 
compounds embraced by the genus of co-pending ‘493’. See for example compound 
species 1H-lndole-5-carbonitrile, 3-[3-(diethylamino)cyclopentyl]-, a compound under 
the genus of formula (I), claim 1 where Y and Z are both (D)H and (E)H respectively 
where D and E are C, A^A 4 are all bonds, (J) p is 0, R 5 is CN, R 3 is H and each of R 1 
and R 2 is ethyl. Thus, claims in ‘493’ are broader in scope than claims in instant 
application. Hence, the genus is rendered obvious by the species. 

Therefore, the instantly claimed compounds and composition is taught by ‘493’ 
and would have been suggested to one of ordinary skill in the art. 

The motivation to make the claimed composition derives from the expectation 
that compounds and compositions generically described by ‘493’ would be reasonably 
expected to exhibit similar pharmaceutical properties. Thus, it would have been 
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obvious to one skilled in the art at the time the invention was made to have a 
reasonable expectation that the claimed compounds and compositions would also be 
useful for treating premature ejaculation in view of the close structural similarities 
outlined above. Therefore, the instantly claimed compounds would have been 
suggested to one of ordinary skill in the art absent a showing of unobvious or 
unexpected properties and/or results. 

This is a provjsional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to E. Sackey whose telephone number is (571) 272-0704. 
The examiner can normally be reached on Monday-Friday from 7:30 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph K. McKane, can be reached on (571 ) 272-0699. The fax phone 
number for this Group is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is 
(571)272-1600. 

EOS PRIMARY EXAMINER 

August 17, 2005 Dr. T. Solola 

Primary Patent Examiner 
Art Unit 1626, Group 1600 
Technology Center 1 





